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Learning Objectives
• Locate FDA-recognized standards
• Find CDRH guidances on the use of standards
• Identify and decipher a standards title
• Locate standards supplementary information
• How to use a standard in a medical device submission
• Identify the elements of a Declaration of Conformity
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Standards Products
Each standard developing organization (SDO) produces 
differing types of standards from test methods to 
specifications to monographs to guidelines and technical 
information reports.

Knowing the type of standard utilized can inform on what 
types of data or other information should be included in a 
submission. 



FDA Recognized Consensus 
Standards Database

• Repository for recognized standards
• Publicly available at www.fda.gov
• Supplemental Information Sheet (SIS)

– provided for each recognized standard
– identifies the device types addressed by the standard
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http://www.fda.gov/


Consensus Standards Database
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Search Capabilities

• Standards Organization
• Standard Designation 

Number
• Standards Title or 

Keywords
• Specialty Task Group

• Product Code
• Regulation Number
• Type of Standard
• FR List Publication Date
• Product Area
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Sample Search:  cardiovascular
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Example of a SIS
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SISs
• FDA’s determination of how a standard should be 

used in a premarket submission or other Center 
process

• Built-in latitude to support a standard even if some 
aspect conflicts with Agency position

•
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Standard may still be useful to the rest of the world 
even if not directly useful in review (practice 
guidelines)



Information on a SIS
• Recognition List Number and 

FR Publication Date
• Recognition Number, 

Designation and Title
• Date of the Standard
• SDO address
• CDRH Offices and Division 

associated with the standard
• Devices Affected

• Processes Affected
• Type of Standard
• Extent of Recognition
• Related CFR Citations and 

Product Codes
• FDA Technical Contact(s)
• Relevant Guidances
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International Standards Title
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National Standards Title
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US Parallel Adoption
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Standards Guidances
• Recognition and Use of Consensus 

Standards
• Use of Standards in Substantial 

Equivalence Determinations
• Frequently Asked Questions on 

Recognition of Consensus Standards
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http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm077274.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm073752.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm074973.htm


Two Ways to Use a Standard 
in Submissions

• General Use
• Declaration of Conformity
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General Use
• When standards are used/cited without a 

declaration of conformity

• May use for any type of submission,
– e.g., Traditional 510(k), PMA, IDE, de novo

16



Declaration of Conformity (DoC):
when to use

Some standards lend themselves to a DoC 
without submission of a full test report

Examples:
– Standards with a test method
– Standards with test specifications or pass/fail criteria
– Standards with a pre-specified outcome

17



Declaration of Conformity (DoC):
when not to use

Some standards require submission of full test 
report

Examples:
– Guidelines or Practices
– Technical Reports
– Technical Information Reports 18



7 Elements of a DoC
1. Identify the applicable recognized standard(s) that 

was met
2. For each standard, specify that all requirements 

were met, except for inapplicable requirements or 
deviations

3. Identify ways in which the standard was adapted
4. Identify inapplicable requirements
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7 Elements of a DoC
5. Specify any deviations from each standard that 

where applied
6. Specify what differences exist between the 

tested device and the device to be marketed
7. Provide the name and address of each 

laboratory or certification body used
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Documentation
• Standards often provide options or choices because 

there may be more than one method to assess the 
device

• The submission should explain how the standard was 
used, how it was adapted or modified to fit the device

• Was the device modified to fit the standard
• Was the entire device tested or not and why
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Promissory Notes
• The circumstances in which it is appropriate to provide a 

“promise” to conform to a particular standard will depend 
on the standard and the subject device

• The test conditions and acceptance criteria need to be 
described beforehand

• If the results do not meet the agreed upon acceptance 
criteria or you had to modify the device to meet 
conformance a new 510k would be necessary
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Summary
1. We reviewed how to find and locate FDA recognized standards.
2. We navigated the FDA website to search for specific guidances.
3. We reviewed the anatomy of the full description of a standard, and 

looked at samples of national, international, and US parallel 
adoption of international standards.

4. We reviewed the 7 elements of a Declaration of Conformity.
5. We discussed where standards can be used.
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